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IEFEHE Course Outline

e Good Manufacturing Practices for Active Pharmaceutical Ingredients  API §) B {4 F= & BRI Bl

Course objectives and scope AL H . JuH

Definitions of key terminology 41t RiE

Process characteristics of APIs vs. pharmacedtical finished dosage forms AP 5#ill55)7= i L 245k bb ik
Scheme of systems for pharmaceutical manufacturing 2 4E 7= [ R Ll fE

e The Quality Management System REEERS

o Organization structure types  ZHZI45 T
Responsibilities of the quality unit 5 & &1 TEL 5t

o Quality system components  JiEARITER
= Product quality reviews =5 i & [B] i
= Complaint reviews  $iF[al i
= Change control A8 5 4%
= Reprocessing and reworking % T.(SEE L) 5 &L
= Returns and salvages 7= /hig [6]
= Recalls and audits 7 [ 5 5 it

e Facilities and Equipment WS &

Important areas to consider within the facilities and equipment system ¥&jifi. ¥ 2% o 2% B A 57 1
Guidance on good manufacturing practices within the system H3<iftiiti. ¥ 2400 K -4 s BEAVE 5
ICH Q7 references  ICH Q7 #4581

e Materials Systems UKL RS
o What is included in the materials system  #k} 24 N %
o ICH Q7 references  ICH Q7 #5645

e Production Systems RS
o Two components of production system: process controls and master production instructions
A= RGPS ] EAE R
Important areas to consider within the production system 427 245 i 5 % & i) B 5 7 1i
ICH Q7 references  ICH Q7 <451

e Packaging and Labeling AEEAPRE
Important areas to consider within the packaging and labeling system 35 RIbR%s 75 % & A 5 55 7 1
ICH Q7 reference  ICH Q7 #5645

e Laboratory Controls S =
Important areas to consider within the laboratory control system  SE36 =15 R 4t 75 % & B B 510
ICH Q7 references  ICH Q7 AH 45w

e Documentation and SOPs AR SRR R AR
Typical documents and records  #L# v #F 5t 5%

Establishing and maintaining SOPs kx4 FUFE 1 2 57 A g
Use of SOPs  SOPs Kif#i il

Documentation requirements and practices ~ C/FE SR 5174

Validation B
o Validation policy and protocol — Z&iiF 774t 577 %
o Types of process validation L. Z 4 iFZH
o Periodic review of validated systems — C.IIF 28 45 (¥ Bk (3] i

Case Study (FDA Warning Letter) e b
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H#E Agenda:
H#i Date BB Time X Topic
8:30-9:00 | fELREF Online Login
ZYETE R I R IFAE =B B HITE | Good Manufacturing Practices for Active
mR 9:00-12:00 | (#iR) Pharmaceutical Ingredients (overview)
Day 1 REEFHERS The Quality Management System
12:00-13:00 | F#k Break
Feb. 20 Wit 5% Facilities and Equipment
Thu. 13:30-16:30 | ¥kl R4 Materials Systems
ARG Production Systems
16:30-17:00 | A% Q&A
9:00-12:00 ’E\ﬁfﬂl*ﬂiﬁ Packaging and Labeling
s SR % ) Laboratory Controls
Day 2 12:00-13:00 | F# Break
N Group discussion
Feb. 21 13:00-16:30 | XAFIE R ERIENRE Documentation and SOPs
Fri. s Validation
16:30-17:00 | [AJ%&F Q&A
This agenda is subject to change. M #NXHZH, LI#HL7 HFE Yy
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